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verification of cultures and determina-
tion of freedom from extraneous orga-
nisms shall be recorded and retained. 

(c) Cell lines used for manufacturing bi-
ological products—(1) General require-
ments. Cell lines used for manufac-
turing biological products shall be: 

(i) Identified by history; 
(ii) Described with respect to cyto-

genetic characteristics and 
tumorigenicity; 

(iii) Characterized with respect to in 
vitro growth characteristics and life 
potential; and 

(iv) Tested for the presence of detect-
able microbial agents. 

(2) Tests. Tests that are necessary to 
assure the safety, purity, and potency 
of a product may be required by the Di-
rector, Center for Biologics Evaluation 
and Research. 

(3) Applicability. This paragraph ap-
plies to diploid and nondiploid cell 
lines. Primary cell cultures that are 
not subcultivated and primary cell cul-
tures that are subsequently subcul-
tivated for only a very limited number 
of population doublings are not subject 
to the provisions of this paragraph (c). 

(d) Records. The records appropriate 
for cultures under this section shall be 
prepared and maintained as required by 
the applicable provisions of §§ 211.188 
and 211.194 of this chapter. 

[38 FR 32056, Nov. 20, 1973, as amended at 51 
FR 44453, Dec. 10, 1986; 55 FR 11013, Mar. 26, 
1990; 67 FR 9587, Mar. 4, 2002]

§ 610.19 Status of specific products; 
Group A streptococcus. 

The presence of Group A strepto-
coccus organisms and derivatives of 
Group A streptococcus in Bacterial 
Vaccines and Bacterial Antigens with 
‘‘No U.S. Standard of Potency’’ may in-
duce dangerous tissue reactions in hu-
mans. Available data demonstrate that 
they are unsafe as ingredients in prod-
ucts for human use. Group A strepto-
coccus organisms and derivatives of 
Group A streptococcus are prohibited 
from Bacterial Vaccines and Bacterial 
Antigens with ‘‘No U.S. Standard of 
Potency.’’ Any Bacterial Vaccine or 
Bacterial Antigen with ‘‘No U.S. 
Standard of Potency’’ containing 
Group A streptococcus organisms or 
derivatives of Group A streptococcus in 
interstate commerce is in violation of 

section 351 of the Public Health Service 
Act (42 U.S.C. 262). 

[44 FR 1549, Jan. 5, 1979]

Subpart C—Standard Preparations 
and Limits of Potency

§ 610.20 Standard preparations. 
Standard preparations made avail-

able by the Center for Biologics Eval-
uation and Research shall be applied in 
testing, as follows: 

(a) Potency standards. Potency stand-
ards shall be applied in testing for po-
tency all forms of the following:

ANTIBODIES

Botulism Antitoxin, Type A. 
Botulism Antitoxin, Type B. 
Botulism Antitoxin, Type E. 
Diphtheria Antitoxin. 
Histolyticus Antitoxin. 
Oedematiens Antitoxin. 
Perfringens Antitoxin. 
Antipertussis Serum. 
Antirabies Serum. 
Sordellii Antitoxin. 
Staphylococcus Antitoxin. 
Tetanus Antitoxin. 
Vibrion Septique Antitoxin. 

ANTIGENS 

Cholera Vaccine, Inaba serotype. 
Cholera Vaccine, Ogawa serotype. 
Diphtheria Toxin for Schick Test. 
Pertussis Vaccine. 
Tuberculin, Old. 
Tuberculin, Purified Protein Derivative. 
Typhoid Vaccine. 

BLOOD DERIVATIVE 

Thrombin.

(b) Opacity standard. The U.S. Opac-
ity Standard shall be applied in esti-
mating the bacterial concentration of 
all bacterial vaccines. The assigned 
value of the standard when observed 
visually is 10 units. The assigned value 
of the standard when observed with a 
photometer is (1) 10 units when the 
wavelength of the filter is 530 milli-
microns, (2) 10.6 units when the wave-
length of the filter is 650 millimicrons, 
and (3) 9 units when the wavelength of 
the filter is 420 millimicrons. 

[38 FR 32056, Nov. 20, 1973, as amended at 41 
FR 10429, Mar. 11, 1976; 41 FR 18295, May 3, 
1976; 49 FR 23834, June 8, 1984; 55 FR 11013, 
Mar. 26, 1990]
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